b;d b )6 !
)Ju,piafi")}

SR UAANANYUZIANZ

81 Epoetin alfa €ooo iu powder and solvent for solution for injection

@. A1UABINTS Epoetin alfa @ooo iu powder and solvent for solution for injection
21UIU m,000 vial
0. AuANTAVLY
©.e JULUY Hunseusmnnidodn ndsavaesmeivhavaigliasazansla Tisid dwmiu
aadnldiav wav/vise dadmasaiieni
.o @UUTENDU: @ Vial Usenaumuedien epoetin alfa €000 1U
.o NPULUTTY Uiiaﬂwaamms@mUﬁﬂmnLfga
©.€ amﬂ
- s“'u%m AU NOUMILIENAYLAZ ALY TURER auauma La‘ummaml,a%awvwaumsu
g1l TedatnauuuUI T ﬂsmmwmiﬂumaamm A81NVUNITULUTIYOENUDYABITY ‘U‘UE]EJ’]‘MT]
AuUTENaURIBIANATYLATAIINLT auaumﬂ LazlanTiNER
_ fdeanuudaieu Wanfiueil b - ¢ ssreaided Lagnanidsenisutuds (avoid freezing)
VUUSTY eI N ITULUTIYEN
o. AaUANUANILNALA
HAN15NIIAILATIY FE AN Wulumy Finished product specification Wag Drug substance
specification F8assnnndusnSuatuiisniu dslseaveidoudod1inaiuanEnITINTOMITUAZEN NTENTI
ANBTUFY ay L‘UULﬂﬁ‘UG\’]S‘UV\LV]EJULVI’]M‘SEﬂM%Jﬂ’J’];J’W]’i"ﬁ ynduiriulasisunie anuszniAnsens
GREREIIGK LSEN’i“‘LN\’l'i’]EJ’] WAlodos 29U b SUNAN WA bEDe WAYFDEUNMINNATIIUNNTITE

Drug substance specification

a.@ Descriptions m’i’mmumuﬁixﬁlu finished product specification
oo Identification m’sﬁwhumuﬁisqiu drug substance specification
en.en Peptide mapping miaﬂﬁhummﬁixﬂu drug substance specification
on.@ N-Terminal sequence analysis m’i’m&humuﬁ’izﬂu drug substance specification
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on.ed Impurity
- Host cell derived protein m’a?\]mummﬁisﬁlu drug substance specification
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Finished Product specification

o.@ Descriptions mwci’mmmﬁisqlu finished product specification
en.lo dentification test m’sﬁ]shumuﬁisqiu finished product specification
en.en Biological Assay

- Potency in polycythaemic mice ®@o.0 - ®@v&.0%

- Potency in normocythaermic mice &o.o - eb&.0%
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oo Water content Not more than &% w/w

en.ed Particular matter
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